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DETAILED ACTION 

Applicants' arguments, filed September 16, 2008, have been fully considered but 
are moot in view of tine new grounds of rejection. Rejections and/or objections not 
reiterated from previous office actions are liereby witlidrawn. Tine following rejections 
and/or objections are either reiterated or newly applied. They constitute the complete 
set presently being applied to the instant application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6, 7, 10 and 11 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over De Rosa et al (US 6,410,036 B1) in view of Tung et al (American 
Journal of Clinical Dermatology, 1(2), p. 81-88, 2000). 

Claims 6, 7, 10 and 1 1 are drawn to an external composition comprising glycolic 
acid and polyvinyl alcohol and a method of chemically peeling the skin comprising 
contacting the skin with said composition. 

De Rosa et al teaches an external composition comprising glycolic acid and 
polyvinyl alcohol useful as a chemical peeling agent. De Rosa et al further teaches 
applying the composition directly to skin (abstract, column 2, lines 57-61, column 3, 
lines 12-14 and column 24 lines 26-48). De Rosa et al does not explicitly teach the pH 
of the composition. Tung et al teaches that glycolic acid peel products having pH values 



Application/Control Number: 10/520,037 Page 3 

Art Unit: 1614 

from 0.1-1 .4 are useful in chemical peel procedures (p. 87, left column, 1st and 2nd 
paragraphs). Therefore it would have been obvious to one of ordinary skill in the art to 
prepare the composition of De Rosa et al at a pH of 1 .4 or less to practice the method of 
Rosa et al comprising contacting skin with said composition, since this pH was known to 
be appropriate for chemical peel procedures, thus resulting in the practice of the 
instantly claimed composition with a reasonable expectation of success. 

Claims 1, 5, 8, 9 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Groh (US 5,863,943) in view of Tung et al (American Journal of 
Clinical Dermatology, 1(2), p. 81-88, 2000). 

Claims 1, 5, 8, 9 and 12 are drawn to an external composition comprising glycollc 
acid and polyethylene glycol and a method of chemically peeling the skin comprising 
contacting the skin with said composition. 

Groh teaches a composition comprising the alpha hydroxy acid, glycollc acid, 
and polyethylene glycol with a polymerization degree of 45,000, i.e. PEG 45M (column 
2, lines 12-28 and Table 1). Groh teaches that said composition useful in the topical 
treatment of skin disorders which alpha hydroxy acids, such as glycollc acid, are known 
to treat (column 1 , lines 7-54 and column 7, lines 20-22). Groh further teaches applying 
the composition directly to skin (claim 8). Groh et al does not teach al does not explicitly 
teach composition having a pH of 1 .4 or less or a method of chemically peeling skin 
comprising contacting the skin with the composition. Tung et al teaches that glycollc 
acid peel products having pH values from 0.1-1 .4 are useful in chemical peel 
procedures for the treatment of acne when applied directly to skin (p. 87, left column. 



Application/Control Number: 10/520,037 Page 4 

Art Unit: 1614 

1st and 2nd paragraphs). Therefore it would have been obvious to one of ordinary si<ill 
in the art to prepare the composition of Groh at a pH of 1 .4 or less and to practice 
method of chemically peeling the skin comprising contacting the skin with said 
composition, since this pH was known to be appropriate for chemical peel procedures in 
the treatment of acne and the composition of Groh was known to be useful in the 
treatment of conditions which glycolic acid is known to treat (e.g. acne), thus resulting in 
the practice of the instantly claimed composition with a reasonable expectation of 
success. 

With regards to the alleged unexpected superior results (uniform application 
therefore uniform peeling) of the instantly claimed range of the degree of polymerization 
of polyethylene glycol (PEG), these results are not unexpected. As Applicant notes, 
PEGS with a degree of polymerization of 2000 or greater function as viscosity increasing 
agents and are provided as solids, whereas PEG with a lower degree of substitution 
function as humectants and have a liquid form (p. 5 of the Response to Non-Final Office 
Action, filed September 16, 2008). It is therefore expected that compositions comprising 
PEG with a higher degree of polymerization are more viscous and therefore are more 
amenable to an even distribution when applied to skin, as is observed in the declaration 
under 37 CFR 1 .132, filed September 16, 2008. Additionally, it is noted that the 
composition of Groh, comprising PEG with a high degree of polymerization (including 
the instantly claimed 45,000) is in the form of a cream or lotion amendable for uniform 
application to the skin, as opposed to a liquid (column 4, lines 11-13 and column 7, lines 
19-22). 
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Conclusion 

Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to CHRISTOPHER R. STONE whose telephone number is 
(571)270-3494. The examiner can normally be reached on Monday-Thursday, 7:30am- 
4:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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